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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED <35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )H Responsive to communication(s) filed on 22 March 2001 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) B Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) ^ Claim(s) 1-15 is/are rejected. 

7) [H] Claim(s) 16 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 22 March 2001 is/are: a)ISI accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a). 
11 )□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) |3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) (Z| Notice of Informal Patent Application (PTO-1 52) 

3) Q Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) Q Other: 
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DETAILED ACTION 



Specification 

1 . Applicant is reminded of the proper language and format for an abstract of the disclosure. 

The abstract should be in narrative form and generally limited to a single paragraph on a 
separate sheet within the range of 50 to 1 50 words. It is important that the abstract not exceed 
1 50 words in length since the space provided for the abstract on the computer tape used by the 
printer is limited. The form and legal phraseology often used in patent claims, such as "means" 
and "said," should be avoided. The abstract should describe the disclosure sufficiently to assist 
readers in deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information given in the 
title. It should avoid using phrases which can be implied, such as, "The disclosure concerns," 
."The disclosure defined by this invention," "The disclosure describes," etc. 

The word "invention" on line 1 is legal phraseology that needs to be removed. 



Claim Rejections - 35 USC § 112 
2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 2-5, 13 and 14 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

^ Claim 2 is indefinite because it is unclear how "at least one bone fragment" on line 1 
could be the same "at least one bone fragment" on line 2 when the bone fragments are joined 
together. Examiner suggests rewording "at least one bone fragment" on line 2 to include a 
second bone fragment. 
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Claim 13 should be reworded following the Markush format for listing of elements. 
Examiner suggests the following: —The implant of claim 1, wherein the hollow body comprises 
bone tissue selected from the group consisting of autograft, allograft, xenograft bone tissue and 
combinations thereof— 



Claim Rejections - 35 USC § 102 
3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national application published under section 122(b) 
only if the international application designating the United States was published under Article 21(2)(a) of such 
treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes of this 
subsection based on the filing of an international application filed under the treaty defined in section 351(a). 

Claims 1-15 are rejected under 35 U.S.C. 102(e) as being anticipated by Boyce et al. 
(USPN 6,123,731). 

Boyce et al. discloses an osteoimplant with all the elements of claim 1 . See Figures 2 and 
3 A and columns 7-8, lines 56-10 and column 5, lines 61-67. Each sheet of cortical bone is a 
bone fragment, and they are mechanically coupled together. They are then cut or machined to 
form a cylindrically shaped osteoimplant such that the coupled bone fragments are forming a 
hollow body. 

Claims 2-6, see column 5, lines 61-67 for required coupling portions. These couplings 



are known in the art as being equivalents. 
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Claim 7, see columns 7-8, lines 56-10 for cortical bone sheets, after being cut, providing 
as at least two bone fragments being concentric hollow cylinders. 

Claim 8, see column 4, lines 23-3 1 for bone material being disposed in the bone 
fragments, which form the hollow body. 

Claim 9, see column 4, line '31 for cancellous bone, and lines 41 and 61-63 for fluid being 
concentrated therein (column 5, line 23-26). 

Claims 10-12, see column 5, lines 27-28. These claims are product-by-process claims, 
and according to MPEP § 21 13, these claims are not limited to the manipulations of the recited 
steps, only the structure implied by the steps. The patentability of a product does not depend on 
its method of production, but on the product itself. The implant of Boyce et al. includes 
cancellous bone with fluid concentrated therein, thereby meeting the structural limitations of 
claims 10-12. 

Claim 13, see column 4, lines 4-5. 

Claim 14, see column 3, lines 4-14 for demineralized bone fragment. 
Claim 15, see column 7, lines 39-42 for dehydration. 



4. Claim 16 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 



Allowable Subject Matter 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ms. Urmi Chattopadhyay whose telephone number is (703) 308- 
8510 and whose work schedule is Monday-Friday, 9:00am - 6:30pm with first Fridays off. The 
examiner's supervisor, Corrine McDermott, may be reached at (703) 308-21 11. The group 
receptionist may be reached at (703) 308-0858, 

Should the applicant wish to send a fax for official entry into the file wrapper the Group 
fax number is (703) 305-3590. Should applicant wish to send a fax for discussion purposes only, 
the art unit fax number is (703) 308-2708. 
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